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DETAILED ACTION 



Response to Arguments 

1 . The objections to the specification, drawings, and Claim 14 are withdrawn in light 
of Applicant's amendment filed February 5, 2009. The rejections of Claims 2-3, 5-8, 1 0- 
1 4, and 1 5-20 under 35 USC 1 1 2, second paragraph, are withdrawn in light of 
Applicant's amendment filed February 5, 2009. As to the rejections under 35 USC 102 
and 103, Applicant's arguments filed February 5, 2009 have been considered but are 
moot in view of the new grounds of rejection. 



Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 21-23 and 25 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventors, at the time the application was filed, 
had possession of the claimed invention. Claim 21 requires that the groove has a 
uniform cross sectional area in an axial direction of the groove, which the specification 
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as filed does not expressly teach. Claim 22 requires that the groove has a constant 
depth and a constant width perpendicular to the axial direction of the groove, which the 
specification as filed does not expressly teach. Claim 23 requires graduations 
perpendicular to the groove which extend from the surface of the applicator stick in a 
depth direction of the groove, which the specification as filed does not expressly teach. 
Claim 25 requires that each compartment in the series of compartments has a 
successively larger volume. The specification as filed does not expressly teach that 
each compartment in the series of compartments has a successively larger volume. 

5. Claim 25 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 25 requires that each compartment has a successively 
larger volume. Claim 25 is dependent on Claims 24, 23, 22, and 1 ; none of these 
claims requires that the series includes more than a single compartment (note that 
Claim 14 makes it clear that Claim 1 requires no more than a single compartment). It is 
not clear to the Examiner whether or not Claim 25 requires that the series include 
multiple compartments. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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7. Claims 1-2, 4, and 27 are rejected under 35 U.S.C. 102(b) as being anticipated 
by U.S. Patent No. 4,486,194 to Ferrara. 

8. For Claim 1 , Ferrara teaches a metering device for a product intended to be 
applied to skin, in particular a pharmaceutical or cosmetic composition (Abstract, Figs. 
1-8, col. 1, lines 5-11, col. 2, lines 41-53, Claim 1). An applicator stick with a 
longitudinal groove is divided into a series of compartments (applicator stick includes 
chambers 24 and 56 and at least the center section of support members 12 and 38; 
compartments include channels 40, container 60, and the spaces between and around 
lines 28 and raised members 34, 36 and 36a; Abstract, Figs. 1-8, col. 2, line 41 to col. 3, 
line 34, Claim 1 ). Ferrara teaches the groove accommodating a quantity of composition 
corresponding to a defined surface area of skin to be treated, the quantity of 
composition being defined by the series of compartments (Abstract, Figs. 1-8, col. 1, 
lines 5-1 1 and 42-46, col. 1 , line 59 to col. 2, line 8, col. 2, line 52 to col. 3, line 2, Claim 
1 ). The groove defines an uncovered depression in a top surface of the applicator stick 
such that an entirety of the groove is exposed opposite the depression (Figs. 1-8, col. 1, 
lines 5-30, col. 1, line 59 to col. 2, line 11, col. 2, lines 41-51, Claim 1). 

9. For Claim 2, Ferrara teaches the applicator stick being fitted with graduations 
which, from one end of the groove correspond to the start of a first compartment, 
wherein the graduations define boundaries of the series of compartments such that the 
graduations define the quantity of composition in each of the series of compartments of 
the groove (graduations include numerals 30, lines 28, and raised members 34, 36, and 
36a; Abstract, Figs. 1-6, col. 2, lines 2-8, col. 2, line 52 to col. 3, line 29, Claim 1). 
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1 0. For Claim 4, Ferrara teaches graduations of the applicator stick being a 
graduated scale, protuberances, or notches (Figs. 1-6, col. 1, line 67 to col. 2, line 8, 
col. 2, line 52 to col. 3, line 20, Claim 1). 

1 1 . For Claim 27, Ferrara teaches the applicator stick including a lower surface on an 
opposite side of the applicator stick with respect to the top surface, and the groove 
defining a bulge on the lower surface of the applicator stick (Figs. 2, 4-5, and 7; col. 2, 
line 52 to col. 3, line 36; note bulge in top support member 12 opposite medicament 26 
in Fig. 2). The bulge is fully capable of inclining the metering device when placed on a 
flat surface (Figs. 2, 4-5, and 7; col. 2, line 52 to col. 3, line 36). 

12. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
No. 532,359 to Bradley. 

1 3. For Claim 1 , Bradley teaches a metering device for a product fully capable of 
being applied to skin, in particular a pharmaceutical composition (Figs. 1-5, page 1, 
lines 10-67). An applicator stick C with a longitudinal groove is divided into a series of 
compartments (longitudinal grooves include spiral grooves, straight grooves, and rows 
of indentations; Figs. 1-5, page 1, lines 10-67, Claims 1-3). The groove is fully capable 
of accommodating a quantity of composition corresponding to a defined surface area of 
skin to be treated (Figs. 1-5, page 1, lines 10-67). The quantity of composition is 
defined by the series of compartments (Figs. 1-5, page 1, lines 10-67). The groove 
defines an uncovered depression in a top surface of the applicator stick such that an 
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entirety of the groove is exposed opposite the depression (Figs. 15, page 1, lines 10- 
67). 

Claim Rejections - 35 USC § 103 

14. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

15. Claims 3, 5-8, 14-19, and 21-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ferrara. 

16. For Claims 3 and 14, Ferrara teaches all the limitations of Claims 1 and 2, as 
described above in paragraphs 8 and 9 respectively. Ferrara teaches the groove 
including first and second compartments (compartments are divided by lines 28 and by 
raised members 34, 36, and 36a; Figs. 1 and 3-6, col. 2, line 57 to col. 3, line 14). Figs. 
1 , 3, and 6 suggest third and fourth compartments (each of Figs. 1 and 3 shows about 
nine lines 28 dividing the compartments; Fig. 4 shows thirteen raised members 34, 36, 
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and 36a; Fig. 6 shows about eight lines; col. 1, line 67 to col. 2, line 8, col. 2, line 52 to 
col. 3, line 29). Ferrara does not expressly teach third and fourth compartments. In 
light of the multiple divisions shown in Ferrara's figures, it would have been obvious to 
one of ordinary skill in the art to modify Ferrara to include third and fourth 
compartments. 

1 7. For Claims 5-8 and 1 6-1 9, Ferrara teaches each compartment of the device 
containing a suitable quantity of the composition (Figs. 1-8, col. 1, line 5 to col. 4, line 3, 
Claim 1 ). Ferrara does not expressly teach the first, second, third, or fourth 
compartment being able to contain a quantity of composition corresponding to an area 
of a total surface of a body. The quantity of the composition dispensed by the device is 
a result effective variable, since it affects the dosage delivered. The discovery of an 
optimum value of a result effective variable is ordinarily within the ordinary skill in the 
art. See In re Boesch and Slaney, 205USPQ 215 (CCPA 1980). It would have been 
obvious to one of ordinary skill in the art at the time of the invention to modify Ferrara to 
include each compartment being able to contain a suitable quantity of the composition. 

18. For Claim 1 5, Ferrara teaches graduations of the applicator stick being a 
graduated scale, protuberances, or notches (Figs. 1-6, col. 1, line 67 to col. 2, line 8, 
col. 2, line 52 to col. 3, line 20, Claim 1 ). 

19. For Claim 21 , Ferrara teaches a groove (groove includes area enclosed by side 
wall 22, grooves 40, and container 60; Figs. 1-8). Figs. 1-8 of Ferrara suggest that the 
grooves have a uniform cross sectional area in an axial direction of the groove (note 
that Figs. 1, 3, 6, and 8 appear to show grooves which are generally rectangular). 
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Ferrara does not expressly teach the groove having a uniform cross sectional area in an 
axial direction of the groove. In light of Ferrara's figures, it would have been obvious to 
one of ordinary skill in the art to modify Ferrara to include a groove having a uniform 
cross sectional area in an axial direction of the groove. 

20. For Claim 22, Ferrara teaches a groove (groove includes area enclosed by side 
wall 22, grooves 40, and container 60; Figs. 1-8). Figs. 1-8 of Ferrara suggest that the 
grooves have a constant depth and a constant width perpendicular to the axial direction 
of the groove. Ferrara does not expressly teach the groove having a constant depth 
and a constant width perpendicular to the axial direction of the groove. In light of 
Ferrara's figures, it would have been obvious to one of ordinary skill in the art to modify 
Ferrara to include a groove having a constant depth and a constant width perpendicular 
to the axial direction of the groove. 

21 . For Claim 23, Ferrara teaches graduations perpendicular to the groove (lines 28 
are perpendicular to the groove; Figs. 1-3, col. 2, lines 52-64). Ferrara teaches 
graduations extending from the surface of the applicator stick in a depth direction of the 
groove (Figs. 4 and 7, col. 2, lines 2-11, col. 3, lines 7-14, Claim 1). Ferrara does not 
expressly teach the graduations perpendicular to the groove extending from the surface 
of the applicator stick in a depth direction of the groove. In light of Ferrara's teaching of 
graduations perpendicular to the groove and of graduations extending from the surface 
of the applicator stick in a depth direction of the groove, it would have been obvious to 
one of ordinary skill in the art to modify Ferrara to include the graduations perpendicular 
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to the groove extending from the surface of the applicator stick in a depth direction of 
the groove. 

22. For Claim 24, Ferrara teaches the graduations dividing the groove into the series 
of compartments, with a volume of a compartment defined by a length of the 
compartment in the axial direction (Abstract, Figs. 1-6, col. 1 , lines 5-1 1 , col. 2, lines 2- 

1 1 , col. 2, line 52 to col. 3, line 29, Claim 1 ). 

23. For Claim 25, Figs. 1 and 4 of Ferrara suggest that at least one compartment in 
the series is larger than the others (Fig. 1 shows the distance between the first 
graduation and the end wall, and between the last graduation and the end wall, being 
smaller than the distance between the graduations; Fig. 4 also shows the distance 
between graduations and the walls being different from the distance between 
graduations). Ferrara does not expressly teach each compartment in the series of 
compartments having a successively larger volume. In light of Ferrara's figures, it would 
have been obvious to one of ordinary skill in the art to modify Ferrara to include at least 
one compartment having a larger volume than another in the series of compartments. 

24. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bradley. 

25. For Claim 26, Bradley teaches the applicator stick including a flared portion and a 
narrow portion, the narrow portion extending from a first end of the applicator stick to 
the flared portion in an axial direction of the groove (flared portion includes head c; 
narrow portion includes the remainder of rod C; Figs. 1 and 3, page 1 , lines 33-74). The 
flared portion extends beyond the groove to a second end of the applicator stick, with 
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the flared portion including a greater width than the narrow portion in a transverse 
direction of the applicator stick, so as to facilitate handling the applicator stick (Figs. 1-5, 
page 1 , lines 33-74). Figs. 1-5 of Bradley suggest that the flared portion is circular. 
Bradley does not expressly teach the flared portion being circular. In light of Figs. 1-5 of 
Bradley, it would have been obvious to one of ordinary skill in the art to modify Bradley 
to include the flared portion being circular. 

26. Claims 9-1 3 and 20 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Ferrara in view of U.S. Patent No. 6,284,234 to Niemiec et al. 

27. For Claims 9 and 20, Ferrara teaches all the limitations of Claims 1 and 3, as 
described above in paragraphs 8 and 16 respectively. Ferrara teaches application of a 
composition to the skin using a skin patch (col. 1, lines 5-30, col. 2, lines 41-51, Claim 

1 ). Ferrara does not teach the composition treating psoriasis or being calcitriol. 
However, the application of calcitriol to treat psoriasis is well known in the art. Niemiec 
confirms this and teaches the use of calcitriol to treat psoriasis (col. 13, lines 13-33). 
Niemiec teaches that this composition may be applied to the skin in a variety of ways, 
including application using a skin patch (col. 15, lines 12-26). In light of Ferrara's 
teaching of application of a composition to the skin using a skin patch, it would have 
been obvious to one of ordinary skill in the art to modify Ferrara to include the 
composition being calcitriol used to treat psoriasis, as taught by Niemiec. See MPEP 
2115. 



Application/Control Number: 10/582,214 Page 1 1 

Art Unit: 3761 

28. For Claims 1 0-1 3, Ferrara teaches each compartment of the device containing a 
suitable quantity of the composition (Figs. 1-8, col. 1, line 5 to col. 4, line 3, Claim 1). 
Ferrara does not expressly teach the first, second, third, or fourth compartment being 
able to contain a quantity of 0.35 g to 0.54 g, 1 .08 g to 1 .62 g, 2.1 6 g to 3.20 g. or 3.24 g 
to 4.86 g. The quantity of the composition dispensed by the device is a result effective 
variable, since it affects the dosage delivered. The discovery of an optimum value of a 
result effective variable is ordinarily within the ordinary skill in the art. See In re Boesch 
and Slaney, 205USPQ 215 (CCPA 1980). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify Ferrara to include each 
compartment being able to contain a suitable quantity of the composition. 



Conclusion 

29. Applicant's amendment necessitated the new grounds of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAULA L. CRAIG whose telephone number is (571)272- 
5964. The examiner can normally be reached on M-F 8:30 AM to 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Tatyana Zalukaeva/ /Paula L Craig/ 

Supervisory Patent Examiner, Art Unit 3761 

Paula L Craig 
Examiner 
Art Unit 3761 



